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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 26 
November 2007 has been entered. 

Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 35, 37, 38, 41-48, 55, and 57-62 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Nash et al. (5,662,681). Nash reference discloses the 
method substantially as claimed, including providing a device with a carrier tube (102), 
filament (34), anchor (32), and sealing plug (30) wherein the anchor is seated in a 
multilevel nest (see figure 1 ). Nash reference further discloses the device is inserted 
into a percutaneous incision (see column 6, lines 57-60), the anchor is deployed (see 
column 6, lines 62-66), withdrawing the device from the incision (see column 7, lines 10- 
13), and tamping the sealing plug toward the anchor (see column 7, lines 43-51). The 
nest area of Nash reference is interpreted to be the contact surface where the anchor 
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contacts the carrier tube, and an inner surface (the inner lumen surface of carrier tube 
102) that is spaced radially inward from the anchor. The tissue puncture is in a blood 
vessel (see figure 3). The anchor is moved away from and oriented transverse to the 
carrier tube (see figure 2). 

4. Claims 37 and 39 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Bonutti (5,814,073). Bonutti reference discloses the method substantially as 
claimed, including providing a gap between a carrier tube (54) and the anchor (22) by 
creating a multi-level nest in the carrier tube (see figure 10). The nest of Bonutti 
reference is interpreted to be multi-level because it has a contact surface (distal end of 
56) and a non-contact surface (the inner lumen surface of tube 54) that is disposed 
radially inward of the contact surface. The introducer sheath acts as a one-way valve to 
prevent the anchor from passing back into the sheath because it has a tip with resilient 
members. The resilient members close upon passage of the anchor there through. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 36, 49, 51-54, 56, 63-66, 71-73, 76, 77 are rejected under 35 

U.S.C. 103(a) as being unpatentable over Nash et al. (5,662,681) in view of Bonutti 
(5,814,073). Nash reference does not disclose sliding a tip of an insertion sheath into a 
gap formed between the anchor and the nest during anchor deployment. Attention is 
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drawn to Bonutti reference, which teaches an introducer sheath (30) may have a 
resilient tips (see column 6, lines 53-56) which can move from open (when the anchor is 
being passed there through) to closed (upon passage of the anchor through the tip of 
the introducer sheath) positions to prevent the anchor from accidentally passing back 
into the introducer sheath preventing proper deployment. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to use the 
introducer sheath with resilient tips of Bonutti reference with the closure device of Nash 
reference to prevent the anchor from accidentally passing back into the introducer 
sheath preventing proper deployment. 

7. Furthermore, Nash reference states the closure device may be used with any 
typical introducer sheath (see column 4, lines 24-29). The tip of the insertion sheath 
would slide into a gap between the anchor and the nest because the tip of the sheath is 
resilient. The resiliency will cause the tips to conform to the shape it is compressed 
around, thereby filling the gap of Nash reference when that point is reached. 

8. Claims 67-70 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Kensey et al. (5,282,827). Kensey reference discloses the method substantially as 
claimed, including providing a device with a carrier tube (102), an anchor (32', see 
figures 34 and 35), and a sealing plug (30). The anchor is indented because of the area 
between the raised cap portions (32b) and the center of the anchor (see figure 35). The 
indent will cause a gap between the anchor and the carrier tube. The tissue puncture is 
in a blood vessel (see figures 16-18). The device includes a filament (34) that couples 
the sealing plug and the anchor together (see figures 2 and 3). The anchor is moved 
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away from and oriented transverse to the carrier tube (see figure 22). However, Kensey 
reference does not disclose sliding a tip of an insertion sheath into a gap formed 
between the anchor and the nest during anchor deployment. Attention is drawn to 
Bonutti reference, which teaches an introducer sheath (30) may have a resilient tips 
(see column 6, lines 53-56) which can move from open (when the anchor is being 
passed there through) to closed (upon passage of the anchor through the tip of the 
introducer sheath) positions to prevent the anchor from accidentally passing back into 
the introducer sheath preventing proper deployment. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to use the 
introducer sheath with resilient tips of Bonutti reference with the closure device of 
Kensey reference to prevent the anchor from accidentally passing back into the 
introducer sheath preventing proper deployment. 

Response to Arguments 
9. Applicant's arguments filed 26 November 2007 have been fully considered but 
they are not persuasive. Examiner notes that it has been held that to be entitled to 
weight in method claims, the recited structure limitations therein must affect the method 
in a manipulative sense, and not to amount to the mere claiming of a use of a particular 
structure. Ex parte Pfeiffer, 1962 CD. 408 (1961). Since applicant merely claims 
providing the device with the multi-level nest, and doesn't claim how that structure is 
used in a method in a manipulative sense, the arguments that the prior art does not 
disclose the multi-level nest as claimed are not persuasive because the prior art 
references do perform the method steps substantially as claimed. 



Application/Control Number: 10/726,826 Page 6 

Art Unit: 3731 

Conclusion 

1 0. All claims are drawn to the same invention claimed in the application prior to the 
entry of the submission under 37 CFR 1.114 and could have been finally rejected on the 
grounds and art of record in the next Office action if they had been entered in the 
application prior to entry under 37 CFR 1.114. Accordingly, THIS ACTION IS MADE 
FINAL even though it is a first action after the filing of a request for continued 
examination and the submission under 37 CFR 1.114. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

11. A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ryan Severson whose telephone number is (571)272- 
3142. The examiner can normally be reached on Monday - Friday 8:30-5:00. 

1 3. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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14. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner, Art Unit 3731 
/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



